UNITED STATES ENVIRONMENTAL PROTECTION AGENCY WASHINGTON,
DC 20460

OFFICE OF CHEMICAL SAFETY
AND POLLUTION
PREVENTION

July 3, 2019

MEMORANDUM

Subject: Efficacy Review for S&S Sanitizer; EPA File No. 1677-EAN; DP Barcode: D452216; E-Sub #:
37629; Submission #: 1032592.

From: Ibrahim Laniyan, Ph.D.
Microbiologist
Product Science Branch
Antimicrobials Division (7510P)

Thru: Tajah L. Blackburn, PhD, MPH.
Senior Scientist
Product Science Branch
Antimicrobials Division (7510P)
Date Signed: 8/29/19

To: Jacqueline Hardy RM 34 / Srinivas Gowda
Regulatory Management Branch |l
Antimicrobials Division (7510P)

Applicant:  Ecolab Inc.
1 Ecolab Place
St. Paul, MN 55102

Formulation from the Label:

Active Ingredients % by wt.
Dodecylbenzenesulfonic acid .............ccooiiiiiiii 12.8 %
L-LactiC @Cid .....eoeie i 34.1%

Inert Ingredients: ... D31 %

1 ] - | SRR 100.0 %
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L. BACKGROUND

Product Description (as packaged, as applied): Concentrated Liquid.
Submission type: New end use product

Currently registered efficacy claim(s): N/A

Requested action(s): Register as disinfectant (bactericide and virucide) and sanitizer (food and non-food
contact)

Documents considered in this review:

Letter from applicant to EPA dated March 22, 2019

Application for Pesticide (EPA form 8570-1) dated March 8, 2019.

Confidential Statement of Formula (EPA form 8570-4) dated February 27, 2019
Certification with Respect to Citation of Data (EPA Form 8570-34) dated March 8, 2019
Data Matrix (EPA Form 8570-35) dated February 27, 2019

12 efficacy studies (MRID nos. 508159-07 to 508159-18)

Proposed label dated March 18, 2019.

L. PROPOSED DIRECTIONS FOR USE

To SANITIZE food utensils, food serving equipment, dishes, glasses, bar glasses, and silverware in a
(two-) (and) (or) three-compartment sink:

1. Prior to application, thoroughly wash or flush objects (with) (this product) (insert product name) (or) (a)
(suitable) (detergent) (or) (a compatible cleaner) followed by a potable water rinse. (If (this product) (insert
product name) is used as a detergent at 0.27 - 0.55 fl. oz./gal, no rinse is required prior to sanitizing).

2. Dilute (this product) to 0.27 - 0.55 fl. oz./gal (in up to 500 ppm hard water). Expose all surfaces to the sanitizing
solution by immersion for a period of not less than 1 minute.

3. Allow to drain thoroughly to air dry, no rinse required.

(FOR) CLEANING AND SANITIZING (FOR) HARD, NON-POROUS FOOD CONTACT SURFACES¥:

-or-

TO SANITIZE (HARD, NON-POROUS FOOD CONTACT SURFACES):

1. Dilute (this product) (insert product name) to 0.27 - 0.55 fl. oz./gal (in up to 500 ppm hard water).

2. Heavily soiled surfaces must be pre-cleaned (with) (this product) (or) (a suitable cleaner) prior to sanitizing.
(When) (this product) (insert product name) (is) used at this concentration, no rinse is required prior to sanitizing.)
3. To sanitize, apply (this product) (insert product name) to the surface (by) (pouring), (squirting), (or) with a
cloth, disposable wipe, mop, or sprayer (device), wetting the surface. For spray application, spray 6-8 inches
from the surface. (Rub (wet surface) with clean brush, or cloth).

4. Allow surface to remain wet for (not less than) 1 minute.

5. Allow to (drain and) air dry. ((No (water) rinse required). (A water rinse is not required). (If desired, wipe with
a (lint free) cloth or paper towel after (1)(one-)minute contact time).

6. Fresh solution must be prepared daily, when the use solution becomes visibly dirty or when the (use) solution
tests below sanitizing concentration range.

TO DISINFECT HARD, NON-POROUS (FOOD AND NON-FOOD CONTACT) SURFACES:

1. Dilute (this product) (insert product name) to 1.37 — 1.41 fl. oz./gal (in up to 400 ppm hard water).
2. Surfaces must be pre-cleaned (with) (this product) (or) (a suitable cleaner) prior to disinfecting.
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enterica (ATCC
10708)
Feline Calicivirus,
strain F-9 (ATCC
VR-782)
Influenza A (H1N1)
508159- Dilution 500 ppm (ATCC VR-1736)
14 - Disinfectant Hard Non- 30 ) AOAC Influenza A (H3N2), Yes
508159- Virucidal Porous 0.25 fl.oz./gal seconds Hard strain A/Hong
18 ) o Water Kong/8/68 (ATCC
VR-544)
Influenza B strain:
B/Lee/40 (ATCC
VR-1535)
_— 500 ppm S
508159- | Disinfectant | Hard Non- Dilution 30 , AOAG | Human Rhinovirus
18 Virucidal Porous seconds 5% Hard 37 strain 151-1 Yes
0.25 fl.oz./gal Water (ATCC VR-1607)

VIl. LABEL COMMENTS

Proposed Label dated March 18, 2019

1. The proposed label claims that the product, S&S Sanitizer (EPA File No. 1677-EAN), is an effective disinfectant
on visibly clean or pre-cleaned hard non-porous surfaces, when diluted 1.37 fl. oz./gallon, in 10 minutes contact
time; are acceptable.

2. The proposed label claims that the product, S&S Sanitizer (EPA File No. 1677-EAN), is an effective
disinfectant in spray application only, on visibly clean or pre-cleaned hard non-porous surfaces, when diluted
0.52 fl. oz./gallon, in 8 minutes contact time; are acceptable. Data supporting those claims are submitted
under MRID # 50816006. Applicable to toilette seat cover and dried exterior surfaces, but not to toilette
bowl.

3. The proposed label claims that the product, S&S Sanitizer (EPA File No. 1677-EAN), is an effective food-
contact sanitizer on hard non-porous surfaces, when diluted 0.27 fl. oz./gallon, in 1-minute contact time; are
acceptable.

4. The proposed label claims that the product, S&S Sanitizer (EPA File No. 1677-EAN), is an effective non-food
contact sanitizer on visibly clean or pre-cleaned hard non-porous surfaces, when diluted 0.27 fl. oz./gallon, in 5
minutes contact time; are acceptable.

5. The proposed label claims that the product, S&S Sanitizer (EPA File No. 1677-EAN), is an effective virucidal
on pre-cleaned hard non-porous surfaces, when diluted 0.27 fl. oz./gallon, in 30 minutes contact time; are
acceptable.

6. Registrant must make the following changes to the proposed label:

On page 6, remove the claim “Protects employees”

On pages 6 and 9, remove the claim “Promotes food safety”

On page 7, remove the claim “Germ-fighting”

On page 8, remove the claim “Helps enhance food safety...”

On page 9, remove the claim “Promotes quality assurance”

On page 9, remove the claim “hazardous microorganisms”

On page 9, remove references to “toxins” and “support the rapid development
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On page 9, remove optional language pertaining to disease-causing organisms

On page 9, remove the claim for “Improved safety compliance”

On page 9, there is no such thing as broad-spectrum sanitizer. Remove claim.

On page 10, “glazed” for tiles is not optional language

On page 11, “vinyl” and “plastic” is not optional language for upholstery

On page 11, “finished” is not optional language for woodwork

On page 10, add “on treated surfaces” to “(This product) (insert product name) (Helps) (Reduce)(s) the
risk of cross-contamination”.

The terms “Eliminate” must be removed from sanitization and disinfection claims because it is synonym
of sterilize.
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